SENATE BILL No. 1307

Introduced by Senator Figueroa

February 17, 2004

An act to amend Sections 4160, 4163, 4164, 4165, and 4166 of, to
repeal Section 4162 of, and to repeal and add Section 4161 of, the
Business and Professions Code, relating to drugs.

LEGISLATIVE COUNSELS DIGEST

SB 1307, as introduced, Figueroa. Wholesalers and manufacturers
of dangerous drugs and devices.

Existing law, the Pharmacy Law, provides for the licensing and
regulation of wholesalers of dangerous drugs or dangerous devices by
the Pharmacy Board. Existing law makes the violation of Pharmacy
Law a crime. Existing law prohibits a person acting as a wholesaler of
dangerous drugs or devices without a license.

This bill would require dangerous drugs or dangerous devices to be
acquired from a person authorized by law to possess or furnish them.
The bill would exempt a licensed drug manufacturer that only ship
drugs of its own manufacture from the provisions governing
wholesalers, except for the prohibition against furnishing dangerous
drugs or devices to an unauthorized person.

Existing law imposes certain licensing and registration requirements
on out-of-state manufacturers and wholesalers doing business in this
state, and on their principals.

This bill would delete these requirements. The bill would make a
wholesaler located outside the state that ships, mails, or delivers
dangerous drugs or dangerous devices into this state a nonresident
wholesaler. The bill would require a nonresident wholesaler to meet
specified licensing and reporting requirements, to comply with lawful
directions and requests for information, to maintain a record in readily
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retrievable form of dangerous drugs or dangerous devices sold, traded,
or transferred to persons in this state, and to designate an
exemptee-in-charge to be responsible for compliance with laws
governing wholesalers.

Existing law requires any manufacturer who sells or transfers a
dangerous drug or dangerous device into this state or who receives a
dangerous drug atangerous device from a person in this state to, upon
requestfurnish an authorized officer of the law with all records or other
documentation of that sale or transfer. Existing law makes a
manufacturer who fails or refuses to comply with that request subject
to a citation and a fine, an order of abatement, or both.

This bill would instead apply these provisions to a wholesaler
licensed by the board. The bill would delete the provision that makes
the failure or refusal to comply with a request subject to a citation and
a fine, an order of abatement, or both.

Because a violation of the requirements and prohibitions created by
this bill would be a crime, the bill would impose a state-mandated local
program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish procedures for making that
reimbursement.

This bill would provide that neeimbursement is required by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: vyes.
State-mandated local program: yes.

The people of the State of California do enact as follows:

SECTION 1. Section 4160 of the Business and Professions
Code is amended to read:

4160. (a) No person shall act as a wholesaler of any
dangerous drug or dangerous device unless he or she has obtained
a license from the board—Ypon

(b) Uponapproval by the board and the payment of the required
fee, the board shall issue a license to the applicant.
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a-whelesaler'slicensefrom-the-beard.

(c) A separate license shall be required for each place of
business owned or operated by a wholesaler. Each license shall be
renewed annually and shall not be transferable.

(d) The board shall not issue or renew a wholesaler license until
the wholesaler designates an exemptee-in-charge and notifies the
board in writing of the identity and license number of that
exemptee. The exemptee-in-charge shall be responsible for the
wholesaler’s compliance with state and federal laws governing
wholesalers. Each wholesaler slikbignate, and notify the board
of, a new exemptee-in-charge within 30 days of the date that the
prior exemptee-in-charge ceases to be exemptee-in-charge. A
pharmacist may be designated as the exemptee-in-charge.

(e) For purposes of this section, “exemptee-in-charge” means
a person granted a certificate of exemption pursuant to Section
4053, or aegistered pharmacist, who is the supervisor or manager
of the facility.

(f) A drug manufacturer licensed pursuant to Section 111615 of
the Health and Safety Code that only ships drugs of its own
manufacture is exempt from this section.

SEC. 2. Section 4161 of the Business and Professions Code
is repealed.
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SEC. 3. Section 4161 is added to the Business and Professions
Code, to read:

4161. (a) A wholesaler located outside this state that ships,
mails, or delivers dangerous drugs or dangerous devices into this
state shall be considered a nonresident wholesaler for purposes of
this chapter.

(b) A nonresident wholesaler shall be licensed by the board.

(c) A separate license shall be required for each place of
business owned or operated by a nonresident wholesaler. Each
license shall be renewed annually and shall not be transferable.

(d) A nonresident wholesaler shall disclose to the board the
names, locations, and titles of each of the following:

(1) Its agent for service of process in this state.

(2) Principal corporate officers, as specified by the board.

(3) General partners, as specified by the board.

(e) Areport containing the information in subdivision (d) shall
be made within 30 days of any change of office.

() A nonresident wholesaler shall comply with all lawful
directions and requests for information from the regulatory or
licensingagency of the state in which it is licensed, as well as with
all requests for information made by the board pursuant to this
section.

(@) A nonresident wholesaler shall maintain a record of
dangerouslrugs and dangerous devices sold, traded, or transferred
to persons in this state, and the record shall be in a readily
retrievable form.

(h) A nonresident wholesaler shall at all times maintain a valid,
unexpired license, permit, or registration to conduct the business
of the wholesaler in compliance with the laws of the state in which
it is a resident. An application for a nonresident wholesaler license
in this state shall include a license verification from the licensing
authority in the applicant’s state of residence.
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(i) The board shall not issue or renew a nonresident wholesaler
license until the nonresident wholesaler designates an
exemptee-in-charge and notifies the board in writing of the
identity and license number of the exemptee-in-charge.

() The exemptee-in-charge shall be responsible for the
nonresident wholesaler’s compliance with state and federal laws
governing wholesalers. Each nonresident wholesaler shall
designatend notify the board of a new exemptee-in-charge within
30 days of the date that the prior exemptee-in-charge ceases to be
the exemptee-in-charge.

(k) For purposes of this section, “exemptee-in-charge” means
a person granted a certificate of exemption pursuant to Section
4053 or a registered pharmacist who is the supervisor or manager
of the facility.

() The registration fee shall be the fee specified in subdivision
(f) of Section 4400.

SEC. 4. Section 4162 of the Business and Professions Code
is repealed.
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SEC. 5. Section 4163 of the Business and Professions Code
is amended to read:

4163. (a) No manufacturer or wholesaler shall furnish any
dangerous drugs or dangerous devices to any unauthorized
persons.

(b) Dangerous drugs or dangerous devices shall be acquired
from a person authorized by law to possess or furnish dangerous
drugs or dangerous devices.

SEC. 6. Section 4164 of the Business and Professions Code
is amended to read:

4164. All wholesalers licensed by the board—and all
manufacturers—who that distribute controlled substances,
dangerous drugs, or dangerous devices within or into this state
shallreport to the board all sales of dangerous drugs and controlled
substances that are subject to abuse, as determined by the board.

SEC. 7. Section 4165 of the Business and Professions Code
is amended to read:

4165. {arAny wmanufactarer wholesaler licensed by the
board who sells or transfers any dangerous drug or dangerous
device into this state or who receives, by sale or otherwise, any
dangerous drug or dangerous device from any person in this state
shall, on request, furnish an authorized officer of the law with all
records or other documentation of that sale or transfer.
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SEC. 8. Section 4166 of the Business and Professions Code
is amended to read:

4166. (a) Any wholesalereretherdistributbiat uses the
services of any carrier, including, but not limited to, the United
StatedPostal Service or any common carrier, shall be liable for the
securityand integrity of any dangerous drugs or dangerous devices
through that carrier until the drugs or devices are delivered to the
transferee at its board-licensed premises.

99



I
NFRPOOWONOUAWNE

— 7 — SB 1307

(b) Nothing in this section is intended to affect the liability of
a wholesaler-er-other-distributtmr dangerous drugs or dangerous
devices after their delivery to the transferee.

SEC. 9. No reimbursement is required by this act pursuant to
Section 6 of Article XIII B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changes the penalty
for a crime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of a crime within
the meaning of Section 6 of Article XIII B of the California
Constitution.
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